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At (t‘h‘e’Act) S

247 ,‘:;ACTION REQUESTED - We equest permlssmn to file an ANADA for a n

"7 generic new animal drug whlch differs from that of the pioneer product by SR It

“othe followrng characteristics: Our’ generlc product will be’ a sterile - o

© - injectable compressed rod (NOT sustained release) contarnlng between BRI

. 35—60% ivermectin, whereas the ploneer product isa stente |njectable N
o {solutron contammg 1% lvermectln' VA = L

Ghna i STATEMENT OF GROUNDS Thereare 5&specrf|c varrances’under the
R Actforwhich a Surtabrlrty Petltron may be submltted Our petrtron |s for S »j'i'f'. R R
two ofthese altowed variances: . e Ll T R e

Allowable Varrance #2 change ofa dosage form We are merely
) changlng the dosage form from the ptoneer S lnjectable sten!e S
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‘{asolutron to our Jnjectable stenle compressed rod

\ ,changmg the strength of wermectm m the formulatlon from 1% g
~to between 35—60% (Add:tlonal studies will be conducted: to.
- determine the flnal percentage/concentratlon of. |vermectm in the
* compressed rod. The final formulatron wﬂl focus on one strength of

'vermectln wrthm thlS range ) NI " SR -

NVIRONMENTAL IMPACT We request a categoncal () clusron unde 1
21 CFR 25.30.(h) from.the. requ:rement to prepare an Envrronmental
.~ Assessment (EA) -and have determined that no: extraordmary

; crrcumstances exrst [F ederal Reg|ster 62 F R 40596 July 29 1997]

CONOMIC IMPACT An Economlc Impact statement wdl be provrded ;_.:_'
_pon request S RO TS TR e T

._,?C : RTIFICATION A separate statement certlfymg that we have mclluded
' mformatlon unfavorable to thls petmon |s mcluded |n th|s subm:ssron :

'Z“IDENTIFICATION OF DRUG; The act:ve mgredlent ln both the ploneer e
P ductand our genenc |s lvermectm e T e

(LABELING FOR THE PROPOSED PRODUCT Copres of the proposed e G
labeling for the' genenc product and approved labehng for the proneor Tl R
roduct are mcluded m thrs submlssmn e : el

iMay we have your permrssnon to frle an ANADA for a genenc new ammal drug
which differs from that of the pioneer product in that it is a sterile mjectable . S
: fcompressed rod contammg a hrgher concentratlon of rvermectm verses a stenle EEE R e

Dlrector RegulatoryAffarrs ;

o "‘iAttachment o 1 o
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"I do hereby certify that | have included all information unfavorable to this petition;
‘no unfavorable information has been intentionally withheld from this submission. -

ayM BrownDVM e D Date
-0 ector RegulatoryAffalrs ' SR s




e PROPOSEDGENERIC PRODUCT LABEL =

SMART TABTM (|vermectm) INJECTABLE COMPRESSED" R IR
- ROD FOR CATTLE AND SWINE - |

- Active lngredlent(s) SMART TAB m]ectable rod isa stenle ready touse
g :f“c-omnressed rod gontammo between 35—80% lvermectm 10—25% sodlum ,
- 'deoxycholate, 3% magnesium stearate and sucrose q.s. ad 100% (Additional
- studies will be conducted to determine the final formulation. The final formulatlon' -

i _wrll focus on one strength of |vermectm w:thm thls range )

Indlcatlons A parasxtrcnde for the treatment and control of lnternal and external
: parasrtes in cattle and swine. L .

j CATl'LE SMART TAB lnjectable rod is indicated for the effectlve ,
treatment and control of the fol lowmg harmful species of gastrorntestmal
roundworms lungworms grubs suckrng llce and mange mites m cattle

vGastromtestmal Roundworms (adults and fourth-stage larvae) Ostertagraf ‘
-ostertagi (including inhibited O. ostertagi), O. lyrata, Haemonchus placei, ..
 Trichostrongylus axei, T. colubriformis,” Coopena oncophora, C. punctata,
- C. pectinata, Oesophagostomum radiatum, Bunostomum phlebotomum
Nematod:rus helvatranus (adults only) N spathlger (adults only) '

Lungworms (adults and fourth—stage larvae) chtyocaulus vrvrparus
‘Cattle grubs (parasrtlc stages) Hypoderma bov:s H. Imeatum

. Suckrng Lice: Lrnognathus vrtukl Haematopmus eu:ystermus
,_Solenopotes caplllatus o ;

g Mites (scabres) Psoroptes ovrs (syn. P commums var. bows) Sarcoptes
nscabler var bows . S . ,

o Persrstent actlvrty SMART TAB mjectable rod has been proved to

- effectively control infections and to protect cattle from re-infection with. -

- . Dictyocaulus vrwparus for 28 days and Ostertagia ostertagi for 21 days o

- after treatment;’ Oesophagostomum radiatum, Haemonchus placei, .

" Trichostrongylus axei, Coopena punctata and Coopena oncophora for 14
'.:-»'daysaftertreatment CER SETE L S > .




.~ SWINE: SMART TAB injectable rod is indicated for the effective treatment
- and control of the following harmful species of gastromtestrnal o L
. _roundworms, lungworms, lice, and mange mltes in swme
: *_Gastrorntestlnal roundworms : .

‘ Large roundworm Ascans suum (adults and fourth—stage larvae)

“ Red stomach worm: Hyostrongylus rubrdus (adults and fourth- :
stage larvae) : SRR

'_, ::Nodular worm: Oesophagostomum spp (adults and fourth-stage
Iarvae) N .

. Threadworm Strongylo:des ransoml (adults)
Somatlc Roundworm Larvae e

Threadworm Strongylo:des ransoml (somatlc larvae) Sows must
be treated at least 7 days before farrowmg to prevent lnfectlon in
plglets T

"Lungworms Metastrongylus Spp. (adults)
,~"L|ce Haematopmus suis. ‘

o Mange mltes Sarcoptes scab:e: var surs .

- REINDEER: For the treatment and control of warbles (Oedemagena
- tarandj) in reindeer (see Spemal Mmor Use section under “Dosage and
; lfAdmrmstratron”) R .

o ”AMERICAN BUFFALOES (BlSON) For the treatment and control of :
- grubs (Hypoderma bovis) in blson (see Specral Mlnor Use sectron under
- '_."‘Dosage and Admmrstratlon”) t : ,

‘ * RANCH RAISED FOX For treatment and control of ear mltes (Otodectes ,.
'cynot:s) e T

il Pharmacology Product Descrlptlon lvermectm is derlved from the
Ve avermectins, a famlly of potent, broad-spectrum antrparasrtlc agents lsolated
& from fermentatlon of Streptomyces avermrtllls o ‘ , ,

s Mode of Actlon lvermectln isa member of the macrocycllc lactone class of

= . selectrvely and wrth hlgh afhnrty to glutamate—gated chlonde ion channels whlch

o endectocides which have a unique mode of action.: Compounds of the class brnd L




~ oceur in invertebrate nerve and muscle cells. This leads to an increase in the -

o permeability of the cell membrane to chloride ions with hyperpolarization of the ‘
_nerve or muscle cell, resulting in paralysis and death of the parasite. Compounds ‘
of this class may also interact with other ligand-gated chloride channels, ‘suchas
: those gated by the neurotransmrtter gamma-ammobutync acrd (GABA)

‘The wrde margrn of safety is attributable to the fact that mammals do not have
. glutamate-gated chloride channels, the macrocyclic lactones have a low affinity
“for other mammalian ligand-gated chlorrde channels and they do not reachly .
. Cross the blood brain. bamer ‘ : .
o : Dosage and Adml_mstratlon:

Dosage

: CA'ITLE SMART TAB |njectable rod should be glven only by
subcutaneous injection under the loose skin in front of or behind the
-shoulder at the recommended dose Ievel of 200 ug rvermectm per
, krlogram of body werght o

SWINE: SMART TAB lnjectable rod should be glven only by o
' subcutaneous injection in the neck of swine at the recommended dose

; }' 1Ievel of 300 ug of rvermectrn per kllogram of body welght

Admlnlstratlon

| CA'ITLE SMART TAB lnjectable rod is to be glven subcutaneously only, s

' to reduce the risk of. potentially fatal clostridial infection of the injection
~ site. Animals should be appropriately restrained to achieve the proper

‘routeofadmrnlstratron Use the automatic syringe (gun) provrded Inject S

o under the Ioose skln in front of or behind the shoulder :

S Use sterlle equrpment and sanrtlze the mjectron site by applymg a smtabte: o

L disinfectant. Clean, properly disinfected needles should be used to
reduce the potentlal for injection site rnfectron No specral handlmg or -
: ‘protectlve cIothrng is necessary o .

SWINE: SMART TAB rnjectable rod |s to be g:ven subcutaneousty inthe

ey neck. . Animals should be- approprratety restrained to achieve the proper

' “route of administration.- Use the automatlc syrlnge (gun) provnded Inject ‘ “

under. the skm rmmedrately behmd the ear

As wrth any rnjectxon sterrle equrpment should be used The rnjectuon srte ::"} ‘

should be cleaned and dlsmfected wrth alcohol before rnjectron




= : Recommended Treatment Program

| ‘Swme At the tlme of lmtlatron any parasﬂe control program |t is |mportant f - |
. to treat all breeding animals in the herd. After the initial treatment use " B
- SMART TAB rnjectable rod regularly as follows S

- Breedlng Ammals . e
“Sows: Treat prior to farrowmg, preferably 7-14 days before to
minimize infection of piglets.. .
- Gilts: Treat 7- 14 days prlor to breedmg Treat 7 14 days pnor to
- farrowing. -
‘Boars: 'F requently and need for treatments are dependent upon
vexposure Treat at least two timesayear »
' Feeder Pigs (Weaners/Growers/Flmshers) ~All weaner/feeder plgs_
" should be treated before placement in clean quarters. -
‘ Plgs exposed to contaminated soil or pasture may need
- retreatment if reinfection occurs. -
+. Note: : ‘
! 1. SMART TAB m;ectable rod has a persrstent drug level
_sufficient to control mite: mfestatlons throughout the egg -
- to adult life cycle. However, since the ivermectin effect is
" not immediate, care must be taken to prevent '
o relnfestatlon from exposure to untreated animals or
ey contammated facilities. . Generally, pigs should bot be -
"~ moved to clean quarters or’ exposed to uninfested pigs
- for approximately one week after treatment. Sows
- should be treated at least one week before farrowrng to
. minimize transfer of mites to newborn baby pigs.
2. Louse eggs are unaffected by SMART TAB injectable rod :
- and may require up to three weeks to hatch Louse v
.« infestations developmg from hatchlng eggs may requrre
. retreatment. _
3. Consulta veterinarian for aid in the dragnosrs and control‘ '-
: of mternal and external parasrtes of swine. :

 SPECIAL MINOR USE:

Rerndeer For the treatment and control of warbles (Oedemagena tarandi) =

- - in reindeer, ‘administer at a rate of 200 pg. rvermectm per kilogram of
SN bodywelght subcutaneously Follow use dlrectlons for cattle as descrrbed’
under Admlnlstratlon 3 : i

y '7 ;Amencan Buffaloes (Blson) For the treatment and control of grubs u ‘v ;‘
- (Hy poder ma bOV’S) in- blson admlmster at a rate of 200 ug lvermectln per SR O




| y;"fkrlogram of bodywerght subcutaneously Follow use dlrectrons for cattle
~as descnbed under Dosage and Admmrstratlon ' S

T Consult your vetennanan for assrstance m the dragnosrs treatment and
‘ control of parasrtlsm : . :

: Contramdtcatrons SMART TAB rnjectable rod for Cattle and Swrne has been
. developed specifically for use in cattle, swine, reindeer and American bison only
- The product should not be used in other animal speC|es as severe adverse
8 reactlons mcludlng fatallt|es in dogs may result o

B ;Precautlons Protect product from I|ght

Envrronmental Safety Studles lndlcate that when |vermectrn comes in contact

- with the soll, it readily and tightly binds to the soil and becomes inactive over
B time. Free ivermectin may adversely affect fish and certain water-borne

organisms on which they feed. Do not permit water runoff from feedlots or
production sites to enter lakes, streams, or ponds. Do not contamlnate water by.

. direct appllcatlon or by the improper dlsposal of drug contalners Dlspose of
e contamers in an approved landfrll or by lncmeratlon o '_ e

- ‘Cautlon Transrtory drscomfort has been observed ln some cattle following -
S subcutaneous administration. A low incidence of soft tissue swelling at the o
- injection site has been observed. These reactrons have dlsappeared wrthout
'treatment o o . :

o v Use stenle equrpment and samtrze the mjectlon srte by applymg a surtable _
- disinfectant. Clean, properly disinfected needles should be used to reduce the
- potentral for lnjectlon site mfectrons R - , ,

s C

" Observe cattle for |nject|on srte reactlons Reactlons may be due to clostndlal
.. infection-and should-be aggressively treated with appropriate antrblotlcs lf
' m;ectron site lnfect|ons are suspected consult your vetermanan

| “:'SMART TAB effectrvely controls aIl stages of cattle grubs However proper

timing of treatment is rmportant -For most effective results, cattle should be

o treated as soon as pos3|ble after the end of the heel fly (warble fly) season

Destruction of Hypoderma larvae (cattle grubs) at the penod when these grubs o
. -areinvital areas may cause undesrrable host-parasite reactions including the
" possibility of fatalities. Ki illing Hypoderma lineatum when it is in the tissue
-+ surrounding the esophagus (gullet) may cause salivation and bloat, killing H. v
- bovis when it is in.the vertebral canal may cause staggering or paralysrs Thesel _
' reactions are not specrf“ ¢ to treatment with SMART TAB, but can occur with any © - o
; successful treatment of grubs Cattle should be treated erther before or after TR




a

i these stages of grub development Consult your vetermanan concermng the i
. proper tlme for treatment o R : , LN

Cattle treated with SMART TAB after the end of heel fly season may be retreated

o with SMART TAB during the winter for internal parasites, mange mites, or ,
. sucking lice without danger of grub—related reactlons A planned parasite control v
o program is recommended : :

o The product is not for rntravenous or mtramuscular use
Warmngs Do not treat cattle WIthln 35 days of slaughter Because a

. withdrawal time in:milk has not been established, do not use in female dairy
f cattle of breeding age Do not treat swme wrthm 18 days of slaughter

Do not treat remdeer wrthln 8 weeks (56 days) of slaughter

.Do not treat blson wnthln 8 weeks (56 days ) of slaughter '
S Keep thlS and all drugs out of the reach of chlldren

Presentatlon [Packaglng for SMART TAB Wl" be descnbed later—not yet o
‘ developed 1. »

5 ‘SMART TABTM has been flled for by Smart Drug Systems lnc Mystlc CT USA

S




~ IVOMEC 1% INJECTION ,FGRTCATTL"E’AND SWINE

: -Active mgredlents lVOMEC® mjectlon isa clear ready-to—use sterile solution

containing 1% mng-mar-hn 40% nl\mprnl fnrmal and nronvlene glycol, q.s.-ad

At Al 2] AT Nenra 8 e B2

E 100%

‘ lnd:cahons A parasxtlcrde for the treatment and control of rntemal and external T |
o parasrtes in cattle and swrne S B =

" CATTLE lVOMEC mjectlon is mdrcated for the effective treatment and
control of the following harmful species of gastrointestinal roundworms
: lungworms grubs sucklng lice and mange mites rn cattle:

' Gastrointestinal Roundworms (adults and fourth-stage larvae) Ostertagia o

osfertagi (mcludmg inhibited O. ostertagi), O. lyrata, Haemonchus placei,

' Trichostrongylus axei, T. colubriformis, Coopena oncophora C. punctata,

- -C. pectinata, Oesophagostomum radiatum, Bunostomum phlebotomum,
. »Nematodlrus helvatlanus (adults only) N spathrger (adults only)

| Lungworms (adults and fourth-stage larvae) D:ctyocaulus vrwparus
Cattle grubs (parasrtlc stages) Hypoderma bows H I:neatum ‘

_A h 'Suckmg Llce Lmognathus vituki, Haematoplnus eurystermus
o 'Solenopotes caplllatus , SR ,

‘ Mites (scables) Psoroptes ovis, (syn P communis var bows) Sarcoptes " o

- scabiei var. bows

& Persrstent actrvrty lVOMEC lnjectlon has been proved to effectlvely

~control infections and to protect cattle from re-infection with chlyocaulus '
- viviparus for 28 days and Ostertagia ostertagi for 21 days after treatment; - -
‘ Oesophagostomum radiatum, Haemonchus placei, Tnchostrongylus axei, -

Coopena punctata and Coopena oncophora for 14 days after treatment

e .SWlNE lVOMEC rnjectlon is mdlcated for the effectuve treatment and

Sl ‘control of the following harmful species of gastromtestmal roundwor ms -
: ~~7"_,I'-'lungworms llce and mange mrtes in swme AT S

Gastromtestmal roundworms




Large roundworm Ascans suum (adults and fourth-stage larvae)

s '{_; " Red st omach worm: Hyostrongylus I‘Ubldus (adults and fourth_
Lo _.fj:gystage larvae) o |

S ',Nodular worm Oesophagostomum spp (adults and fourth-stage
Lo larvae) ' ,

o :‘ Threadworm Strongylo:des ransomr (adults)
Somatlc Roundworm Larvae
k Threadworm Strongylordes ransomr (somatlc larvae) Sows must =
" be treated at least 7 days before farrowrng to prevent lnfectlon in.
prglets : : :
o Lungworms Metastrongylus spp (adults)
:‘che Haematopmus surs '
B Mange' mites: 'fSarcoptes scabiei‘“var; s.::is;’
'RElNDEER For the treatment and control of warbles (Oedemagena .
~ tarandi} in rerndeer (see Specral Mlnor Use sectlon under “Dosage and
' Admlnlstratlon”) ‘ L S SO B
e ::‘AMERICAN BUFFALOES (BI’S"ON) For the treatrnent and control of
_ grubs (Hypoderma bovis) in bison (see Specral Mmor Use sectron under

8 “Dosage and Admlnrstratlon”)

B ”RANCH RAlSED FOX: For treatment and control of ear mltes (Otodectes o
:cynotrs) ’ v : . .

3‘ 1‘ Pharmacology Product Descrlptlon lvermectln is derlved from the
.+ .avermectins, a family of potent, broad-spectrum antnparasrtlc agents |solated
e 'from fermentatron of Streptomyces avermrtrlrs ' - :

S Mode of Actlon lvermectm isa member of the macrocyclrc lactone class of
** " endectocides which have a unique mode of action, Compounds of the class bind
.. selectively and with high affrmty to glutamate-gated chioride i ion- channels which
Cooooeceurin lnvertebrate nerve and muscle cells.: This leads to an increase in the -
e ?;Tpermeablllty of the cell membrane to chlorlde jons with hyperpolarrzatlon of the ,

nerve or muscle cell resultlng in paralySIS and death of the paraslte Compounds o



| Dosage" -

. ofthis class may also interact with other n‘g'and-g'a?t‘éd”éhbndé channels, suchas =
'those gated by the neurotransmrtter gamma—ammobutyrrc acrd (GABA)

: 'The wrde margln of safety is attrlbutable to the fact that mammals do not have

glutamate-gated chloride channels, the macrocyclic lactones have a low affinity

E for other mammalian ligand-gated chlorlde channels and they do not readily
~ cross the blood—braln barner : : A

Dosage and .Adm,mlstratlon: ;

; ‘CATl‘LE lVOMEC mjectlon should be grven only by subcutaneous
- injection under the loose skin in front of or behind the shoulder at the -
‘recommended dose level of 200 ug. ivermectin per kilogram of body
weight. Each mL of IVOMEC contains 10 mg. ivermectin, sufficientto
treat 110 lbs (50 kg ) bodyweight. (Maxrmum 10 mL per lnjectron srte)

. _SWINE lVOMEC mjectron should be glven onIy by subcutaneous _
" injection in the neck of swine at the recommended dose level of 300 pug. of =
~ ivermectin per kilogram of body weight. Each mL of IVOMEC contains 1 0 ‘
- mg lvermectrn suffrcrent to treat 75 Ibs. bodywelght .

Admmrstratlon ~

o CATTLE lVOMEC lnjectlon is to be grven subcutaneously only, to reduce ‘
the risk of potentially fatal clostridial infection of the mjectlon site. Animals
, 'should be appropriately restrained to achieve the proper route of
~ administration. Use of a 16 gauge % to % inch needle is suggested
lnject under the loose skin |n front of or behmd the shoulder

- When usmg the 200 500 or 1000 mL pack size, use only automatrc
« vsyrmge equment

" “Use sterile- equrpment and sanltlze the lnjectlon srte by applyrng a su:table
~disinfectant. Clean, properly disinfected needles should be used to o
* reduce the potential for injection srte lnfectron No specral handllng or
protectwe clothrng is necessary

S ‘ SWlNE lVOMEC rnjectable |s to be grven subcutaneously in'the neck
" Animals should be. appropnately restramed to achieve the proper route of

“ administration.- ‘Useofa16or 18 gauge needle is suggested for sowsand -

e ' boars, while an 18 or 20 gauge needle may be appropriate for young '
ammals lnject under the skln rmmedrately behmd the ear.




g When usmg‘ vthe 200 mL 500 mL or 1000 mL pack srze use only

L As with any rnjectron stenle equrpment should be used The rnject ron site .
- 'should be cleaned and drsmfected wrth alcohol before mjectlon

l' Recommended Treatment Program

Swme At the tlme of mrtratlon any parasrte control program itis rmportant
to treat all breeding animals in the herd. After the initial treatment use

i ‘, lVOMEC (lvermectrn) lnjectlon regularly as follows

o Breedmg Ammals S ‘
Sows: Treat prior to farrowmg, preferably 7—14 days before to
- minimize infection of plglets
" Gilts: Treat 7-14 days prlor to breedlng Treat 7—14 days prior to
- farrowing.
" Boars: Frequently and need for treatments are dependent upon o
- exposure. Treat at least two times a year v ‘
- Feeder Pigs (Weaners/Growers/Flmshers) All weaner/feeder pigs
. should be treated before placement in clean quarters.
" Pigs exposed to contammated soil or pasture may need
- retreatment if remfectlon occurs o
" Note R i ‘
’ 1. lVOMEC m;ectlon has a persrstent drug level sufficientto -
~ . control mite infestations throughout the egg to adult life -
- cycle. However, since the ivermectin effectisnot
immediate, care must be taken to prevent reinfestation
" from exposure to untreated animals or contaminated -
“facilities.: Generally, pigs should bot be moved to clean -
quarters or exposed to uninfested pigs for approximately
.--one week after treatment. Sows should be treated at -~
- least one week before farrowmg to minimize transfer of
© . .mites to newborn baby pigs. -
- 2. Louse eggs are unaffected by lVOMEC mjectron and may o
" require up to three weeks to hatch. Louse infestations '
- developing from hatching eggs may require retreatment.
- 3. Consult a veterinarian for aid in the dlagnosrs and control
i of rnternal and external parasrtesof swme

SPEClAL‘ MlNOR USE

Remdeer For the treatment and control of warbles (Oedemagena tarandl)» ' ' f o
Sin rerndeer admmrster at a rate of 200 pg lvermectm per krlogram of o




b :bodywelght subcutaneously Follow use dlrectlons for cattle as descnbedff R )

S under Admlnlstratlon

- Amerlcan Buffaloes (Brson) For the treatment and control of grubs
. (Hypoderma bovis) in bison, admrmster at a rate of 200 pg. ivermectin per
- kilogram of bodyweight, subcutaneously Follow use drrectxons for cattle
as descnbed under Dosage and Admrmstratron :

~_Consult your vetennanan for assrstance in the dlagnosrs treatment and
' control of parasrtlsm ‘ : o o .

"»'Contramdlcatmns lVOMEC lnjectlon for Cattle and Swine has been developed :

specifically for use in cattle, swine, reindeer and American bison only. The .~
product shouid not be used in other ammal species as severe adverse reactlons

- mcludlng fatalmes in dogs may result
‘f : 'Precautrons: Protect pr.oduct from light.

. Environmental Safety: Studies indicate that when ivermectin comes in contact

. with the soil, it readily and tightly binds to the soil and becomes inactive over
“time. Free ivermectin may adversely affect fish and certain water-borne.
“organisms on which they feed. Do not permit water runoff from feedlots or

production sites to enter lakes, streams, or ponds Do not contaminate water- by g

o "}drrect application or by the i improper dlsposal of drug contarners Drspose of
it '.'contalners in an approved landfill or by mcrneratlon

,-'Cautlon Transrtory drscomfort has been observed in some cattle followmg
~ subcutaneous admlnlstratron Alow incidence of soft tissue swelling at the
S 'jmjectron site has been observed. These reactions have drsappeared without
- “treatment. - For cattle, divide doses greater than 10 mL between two m;ectmon
- sites to reduce occasronal dlscomfort or 5|te reactron ' ,

Lo Use stenle equrpment and samtlze the lnjectron srte by applyrng a suitable = o
G disinfectant.” Clean, properly disinfected needles should be used to reduce the .
potentral for injection site mfectlons N :

~ Observe céttle for mjectron site reactlons Reactlons may be due to clostrudlal R
« -infection and should be aggressively treated wrth ‘appropriate ant|b|ot|cs if : ‘
o ~_|nject|on srte lnfectlons are suspected consult your vetennanan

5 IVOMEC lnjectron effectlvely controls all stages of cattle grubs However proper -
S ;tlmmg of treatment is important. ‘For most effective results, cattle should be
T _treated as soon as possnble after the end of the heel fIy (warble fly) season

b f"Destructron of Hypoderma larvae (cattle grubs) at the penod when these grubs g
.o are rn vrtal areas may cause undesrrable host—parasﬂe reactlons mcludmg the




L ‘pOSSIbIhty of fatahttes Krlhng Hypoderma Imeatum when It is in the tlssue ‘
~ surrounding the esophagus (gullet) may cause salivation and bloat, killing H. o
. - .bovis when it is in the vertebral canal may cause staggering or paralysis.. These S
“reactions are not specific to treatment with IVOMEC, but can occur with any
. successful ireatment of grubs. ‘Cattle should be treated either before or after
~ these stages of grub development. Consult your veterlnanan concernlng the -
- proper time for treatment » »

Cattle treated with IVOMEC after the end of heet ﬂy season may be retreated

- with IWVOMEC during the winter for internal parasites; mange mites, or suckrng
: lice without danger of. grub—related reactlons A planned parasrte control program
LS recommended , _ - o
. 4_"-The product is not for intraVenous or intram'uscutar use.

: Warnmgs Do not treat cattle W|th|n 35 days of slaughter Because a
-~ withdrawal tlme in milk has not been established, do not use in female datry
o cattle of breedlng age Do not treat swine W|th|n 18 days of slaughter

| ) Do not treat remdeer wnthln 8 weeks (56 days) of slaughter
Do not treat blson wrthrn 8 weeks (56 days ) of slaughter
' Keep thts and all drugs out of the reach of chlldren / |

S -Presentatlon IVOMEC lnjectlon for Cattle and Swrne is avallable in four ready-
. to-use pack sizes: ‘ S :

o The 50 mL pack isa multrple dose, rubber-capped bottle.- Each’ bottle
- contains sufficient solution to treat 10 head of 550 Ib. (250 kg. ) cattle or
- 100 head of38 Ib. (17 3 kg ) swine.

5 The 200 mL pack is a soft, collaps:ble pack desrgned for use W|th x
‘ automatic syringe equipment. Each pack contains sufficient solution to"
~ treat 40. head of 550 Ib (250 kg ) cattle or 400 head of 38 lb (17 3 kg )
swine. R ,

The 500 mL pack is a soft, collaps:ble pack desrgned for use with -
. automatic syringe equipment. Each pack contains sufficient solution to
- treat 100 head of 550 lb (250 kg ) cattle or 1000 head of 38 ib. (17 3 kg )
| ‘“,swme p l

S The 1000 mL pack isa soft collap3|ble pack desrgned for use wrth
R ‘automatic syringe equnpment Each pack contains sufficient solution to
i ‘treat 200 head of 550 Ib. (250 kg ) cattle or 2000 head of 38 Ib. (17. 3 kg )

- swme IVOMEC@ isa reglstered trademark of Menal letted Iselm NJ




